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WARNING LETTER

February 12, 2001

CERTIFIED MAIL
RETURN RECEIPT REQUESTED REF: NYK-2001-41

Ilona Hertz, MD
Radiologist
Beranbaum, Khilnani, Neistadt, Jacobs, Hertz & Sherman, MDs, P. C.
121 East 60’1’Street/ 9’1’Floor
New York, New York 10022 Fc[cih’ty ID: #l 03036

Dear Dr. Hertz:

Your facility was inspected on January 2nd, 2001 by a representative of the New York City
Department of Health, Bureau of Radiological Health, acting on behalf of the U. S. Food & DI-tlg
Administration (FDA). This inspection revealed serious regulatory problems involving the
mammography operation at your facility. Under a Unitecl States Federal Law, the Mammography
Quality Standards Act of 1992, your facility must meet speci FIc requirements for rnamn~ograplly
operations, These requirements help protect the health of women by assuring that a facility can

perform quality mammography procedures. The inspection revealed the following Level 1 findings
at your facility:

1. The Phantom QC’ records fOIA IIZ

#4, )vere missing for t~vdve (12) ~veelis.

2. T]ze phantom ~c records for t]l
#3, were missing for seven (7) )veelis.

The specific problems noted above appeared on your MQSA Facility Tnspecticm Report, which was
issued to your facility at the close of the inspection. These problelms are identified as Level 1
because they iclcmtifyfailures to meet significant MQSA requirements. Because these conditions lmay

be symptomatic of serious underlying problems that could compromise the quality of nmnxllograplly
operations at your facility, they represent a violation of the 1aw, which may result in FD.A taking
regulatory action without further notice to yoL1.
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These actions include, but are not limited to, placing your facility uncler a Directed Plan of
Correction, charging your facility for the cost of on-site monitoring, assessing civil money penalties
Llpto $10,000 for each failure to substantially comply with, or each day of failure to substantial y
comply with, MQSA standards, suspension or revocation of yoLm faci 1ity’s FDA ccrti ficate, or
obtaining a court injunction against further m almmograph y operations and practices.

There were also Level 2 noncompliance findings that were listed on the inspection report provi clecl
at the close of the inspection. The Level 2 noncompliance finclings were:

1. Corrective action before f~[rtll es exams, for {ffi[i/iilg im c[ge score, or a Pllail tOIIl

background Op
limits, was not
unit #3 and tJze

2. The time period between tile previous cm[[ currejd s[~rvej]sfor tile
unit #3 & unit #4 e.sccdsfol[rfee]~ (14) JItoIItJIs.

3. Five (5) oj’ jive (5) random reports revic~vecl did IIot contc[in m Assessment

Category for this site.

It is necessary for you to act on these matters immediately. Please explain to this office in writing
within fifteen (15) working days from the date yoLlreceived this letter:

●

o

●

The specific steps you have tcdwn to correct the vio[r[tions nhted iJI tJxis /etfer;

Each step your facility is taking to prevent tJ~ercc~[rrence qfsi’i;li’l{[r]’ioi[{tio]l.~; arId

Sample records tJlat iiemomtrclte proper recorcl keeping proced~{res.

Please subnlit your response to the dove issues to the Wclltio]l of Art/~I[r S. ~vi~[ic[nls,Jr.,
Compliance Officer, U S. Food & DIMugAdu[inistrc[tiojl (FDA), 158- 15 Libcrt]: A VCI1l[C, ~

Jamaica, New York 11433-1034, Tel.: (718)/662-556S.

Finally, yoLl should understand there are many FDA requirements pertaining to mammography
operations. This letter pertains only to findings of the inspection ancl cloes not necessarily acldress
other obligations yoLlhave under the law.
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You may obtain general information ities
by contacting the Mammography Quality Assurance Program, Food & Drug Aclminis~ra~ion. P. 0.

about all of FDA’s requirements for mammography faci

, —
Box 6057, Coh.lmbia, Maryland 21045-6057 (!/800/838-7715): 01-thro~;gll the Internet at hu?~J.v7’hvw~

.ll@4ZZ

Sincere] y yours,

, Acting District Director
New York District


